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Application/Control No.: 09/944.564 . Rrief Inventor: Nida Nassief 

Art Unit: 1623 /vpp«»' 

Dear Examiner: 

. u ■^^tr.ih^ Board of Appeal and Interference dated Oct 10«^ 2O06, 
Further to the appeal submitted to the Boara ox Appcm aix 
plSe find folio^ the Appeal Brief in compliance with 37 CFR 41 .37. 

I am dissatisfied with the primary examiner's decision of final rejection dat«d 07/1 1/2006 of my 
claim number 25 

C- Real party in interest 
, ™ a «.f supported 57 years old f«na.e m^c- doCor. the appUean. ovme,. p» se u,v««or of 
the US patent application number: 09/944,564. 

D- Related appeal and interferences 

None, this is my first appeal. 

£. Status of claims 

in the following 3 pages. 

Pages 6-7: indicate claimed as filed 07-15-2003 

Page 8: indicate amended claims as filed 10-24-2003 
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Art Unit: 1 623 Appeal Brief Inventor: Nida Nassief 

F- Status of amendments 

Status of any amendment filed subsequent to final rejection is as follows: 
- The amendment was entered? Reply Yes, date 1 0- 1 0-2006 



The amendment has been acted upon by the examiner? Reply: No 



Summary of claimed subject matter 

The claimed invention is related to a pharmaceutical composition consisting essentially of 
glycophosphopeptical that is used for the treatment of allergy and asthma in claim 25 of the 
patent. 

I will separate the subject matter related to asthma from subject matter related to allergy; because 
in the Examiner Office Action dated 07/1 1/2006 the use in asthma have been rejected and the 
use in allergy have been overlooked and forgotten. 

For each of the 2 claimed inventions involved in the appeal, I shall refer to the specification by 
page and line number, and the best method for carrying out the invention (enablement) and 
results of early clinical testing including: 1- X-ray fibns, 2- Photogmphs of microscopical 
examination of sputum and 3- statistical analysis of improvement in symptom scores. 

Please notice that in the Priority Document I have referred to glycophosphopeptical as substance 
A or drug N as clarified in page 1 line 3 of the priority document. 

Asthma 



It appears in the patent application in the following pages: 
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1 1 Examiner: PatricK i • i-ew« 

Application/Control No.; 09/944.564 ^J^^^lf Inventor. NidaNassief 

Art Unit: 1623 



H- Gititmd* of r«je«tion to be reviewed on appeal 

It is a single ground ofrejection related to prior art. ^ 

In^eOmceActiondatedM^t^^^ 
point number 7 reads as: Claims 25-27 are rejecxc 
by the foUowing prior art: 

tamuaomodulaBr. sl/^P^^Pf rJ'^.i'XS^ JZn) daily for 4 mooths. The ctacal 
bronchitis. The cWKten received 2 ^"^^ijZLa, expectorrtion, frequency aad 

symptomatic medication. 

Poin....hcrSreaa.es:ApUc»...^nJ«e^^^^ 
instantly claimed invention. 

J- Argument 

in clarifying the dispute. 

Appeal filed October 10, 2006 page 2 reads as: 

appeal BHefi n^y . ^-s. *e Board of Appeal «. eo„s,d» *e foUo^ving n»o 

requests: 
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^f..ihrr.^ in m v T^*"^* rtay,e\ and kindly rcquesimp its anowan _ 

second: Claim 25 reads PSCl^t^rrr^^^^^ 
glycophosphopeptical for oral .^°'J^lX^^me^^^\otey'' as a group of 

Z Jguing t^t the pharmaceutical composxtion f^^^^^f^^'^SripLn of invention, with 
TseasS^fened to separately in the patent ^PP Y^^^roSceTctiC Sled on Aug 2004 with 
enabelment and previous clarification m ^^^^^^J^*^^^^^ be detailed later. 

X-ray films clarifying "^^^ ^^^'^^^'^g^S 

havR been fO T roitPn and o^Arlnnked. Mav \ Kina^Y rc^M^ 

invention. 

will be included in the mail copy of this Response and Appeal. 

Appeal fried October 10, 2006Last paragraph page 2 - 2 paragraphs from page 3) reads as: 

My argument filed April 1 2, 2006 was «^t the Sanchez had -^^^ed cases of asthma in patients 

selectioTas described in page 36 column 1 of the article as follows. 

"MATERIAL Y METODOS 
total normaL 



astbma. 



A A^f^ A-7/1 1 nnoft naee 4 line 7* he have the following comment 
In the Examiners Office Action dated 07/1 1/2000, P^^f^^' ''^^ bronchitis is a condition 

ta vTclS SS^s in the togs arc obstructed due to both pers.at«» asthma and broneluus. 

M, reply is that -^.-^^^^ZirZ^t^^'^^^^^' '^^ 

r^S^STL tune of ffling my invention it was <veU known that asthma and asthmatic 
bronchitis are two separate diseases. 

Bronchiolitis (Asthmatic Bronchitis) (page 4 appeal filed October 10, 2006) 
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. f^c^itsAA cuA Pflof* 1 3> Examiner: Patrick T* Lewis 



Art Unit; 



Exact definition of asthmatic bronchitis is available from a textbook of "Princxples and Pmcttce 
gS^SSases", selected paragraphs follows indicates that ""^.^^T^X^o^e 
2!p!.^rH^.a«..e. tha ~^ W '^---^-^ ^" ^ '"f^^- ^"''^S Statements conUtute a reply to the 

point raised by the examijier;: 

Page 812. coloumn 2: "Bronchiolitis is an acute viral lower ^^Pi™*'^!,!^' h"^o^^^ 
dSng th^ first 2 years of life. The iUn^s ^bo h»s h^u called "whee^ Torima^ bv 
Sl,«ti. bronchitis^'. Whatever term is appUed, the syndrome » caused Primanty by 
v?rai ^feLoM The c haracteristic cBnical manifestations include an acute onset of 
;riSg^S by J!^(^,tion, most commonly associated with cough, rhinorxhea, tachypnoea 
(increased respiratory rate) and respiratory distress." 

"The hmnchioUrt, «nnears to have been bo m from a lon g lineage of confusing 

Jh l»r i^ruding ^^acSte catar rhal bronchitis,'' ««intentitial bronchopneumomy 
fJ^^ft^Sionia," "capillary or obstructive ?'~-»'^*»S2S;r^SSi 
l ^pSnchitis." Br».>^i.ioHtis- ho w Av«r. did not become recognized as a distinct entity until the 

19408." 

to page 8 1 4. coloumn 1 under the term Pathophysiology "The term bronchiotitis was first used 
^ Sffle and Newns in 1940 for the lower respiratory tract disease observed m young infants 
Sit St^t i^an" oL fatal. The virus i^tially replicates in the epititelium of^e upper 
^spimtory tract, but in the young infant it tend to spread rapidly to the lower tract mrways. 

"Inflammatory changes of various severity are observed in most small ^'^^^^^^^'^^^^'^^ 
The inflammation and edema make the small-lumen airways m mfents P^^^^^^^yj^ff^f *° 
obstruction. Thus, although airflow is impended during both mspiration and expiration, the latter 
is more affected and prolonged." 



In the first column, last paragraph in page 815, under the title of "Pathophysiology : Cl^ifyms 
the relationship between bronchiolitis and subsequent asthma is complicated t>y .co^^'f"^"' 

Se Pathophysiology of asthma itself" .Nevertheless, 'The associajon be^een 

bmnchloUtis and asthma b not straightforward. Several f "''»r*J*^"^^^^^^ 

that cbUdren with bronchioUtis in infancy have no increased nsk for asthma or abnormal 
pulmonary fimction by the time they reach early adolescence. 

In the first column of page 816 under the title "Diagnosis" and its continuation in the second 
colmnn in the same page: "The diagnosis of bronchioUtis is made most frequently on the ^is of 
the characteristic clinical and epidemiological findings. However considerable confijsions exist 
over the exact definition of bronchiolitis. A variety of entities may cause a sinailar Pjctif e ot 
dyspnoea and wheezing in the infant. Asthma is not easily differentiate^ particularly if it is the 
infants first episode. Furthermore the two diseases may be combined." 

Annex III. Caroline Breese Hall and John T. McBride. Bronchiolitis. Chapter 60: 812-819. 
PRINCIPLES AND PRACTICE OF INFECTIOUS DISEASES. Sixth Edition 2005. Elsevier 
Churchill Livingstone. 

Appeal filed October 10, 2006 page 2 paragraph 3 and down - page 3) reads as: 
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Art Unit; 1623 Appeal Brief Inventor: Njda Nassief 

Most important, to support my argument fiirther, I am submitting new evidence from the 
standard teaching of medical textbooks that clarifies the point that asthma previously was i^ed to 
indicate "shortness of breatli" as in the case of the term "cardiac asthma" that is used to denote 
shortness of breath in heart failure (Annex H). Furthermore the correlation between asthma and 
asthmatic bronchitis; selected from the textbook of Principles and Practice of Infectious Diseases 
2005 (Annex UT), asthmatic bronchitis is currently named bronchiolitis. The term bronchiolitis 
was first used by Engle and Newns in 1940 for the lower lespiratory tract disease observed m 
young infants. The term bronchiolitis appears to have bee n bo m fr o m a long lineage of confusuxR 
sobriquets, including "acute catarrhal bronchitis," "interstitial bronchopneuraoma," spastic 
bronchopneumonia," "capillary or obstructive bronchiolitis," and "ggtfimatic bronchitis." And 
that " We are deal in g with two separate diseases that m av coexist in an infant, and that children 
with bronchiolitis in infancy have no increased risk of asthma by the time they reach 
adolescence." This will be detailed finther in the following text. May I kindly request 
consideration of fliis new evidence and other reference in the text and allow my claimed 
invention. 

Confusing medical terms using asthma 

The term asthma, historically, is used to designate any disease characterized by "asthma-like 
symptoms", in patients complaining of dyspnoea, wheeze, cough and sputum. Those diseases are 
wirelated to the disease entity of current asthma; examples are 1- "cardiac asthma" and 2- 
"asthmatic bronchitis". 



1> Cardiac AsDima 



The clinical manifestations of heart failure includes respiratory disnjrbances as dyspnoea and 
paroxysmal nocturnal dyspnoea; this term refers to attacks of sever shortness of breath and 
coughing that generally occur at night. Cardiac asthma is closely related to paroxysmal nocturnal 
dyspnoea and nocturnal cougji and is characterized by v^^eezing secondary to bronchospasm- 
most prominent at night 

Annex n - Part VIII Disorders of the Cardiovascular System: page 1370. HARRISON'S 
PRINCIPLES OF INTERNAL MEDICINE. 16* Edition (2005) Mc Graw-Hill 
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J. CUim appendix 



to: 



11- 

iii- 

iv- 



Switch-off the airway eosinophilic inflammation. 

Reduce mucus secretion. 

Reduce symptom score significantly. 

Restore airway patency as measu^by Puhnonary Function test. 
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Alt Unit; Ibii 




I 

&} L- Related proceedinpappe»<tw 



I 



None 

This is the first appeal submitted 



END OF REPORT 
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K- Evidence appendix 

A„ appemiix containtag copies of any ^l^l^^iS t^Jl; by 'ai^^^ 

of A or any other ^^^'^^'^^Z^Zc.Z^ ^ »tered io fl.e 

^peal, along with a statement setting forth ™ i„ the brief See $ 

r^l^S^X^^-XMootobereview^ionapp^^ 
tamunopathos (Madr) (1992), Vol 20 (1), pages 35-39 (Sanchez). 

Churchill Livingstone. 
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Application/Control No.: 09/944,564 Page ^ Examiner: Patrick T. Lewis 

Art Unit: 1 623 Appeal Brief Inventor: Nida Nassief 

Dear Examiner: 

Further to the appeal submitted to the Board of Appeal and Interference dated Oct 10*^ 2006, 
please find following the Appeal Brief in compliance with 37 CFR 41 .37. 

^ ^ ^ dissatisfied with the primary examiner* s decision of final rejection dated 07/1 1/2006 of my 

^laim number 2S 

^ ^ m C- Real party in interest 

JJ 

^rnKKf^^^ am a self supported 57 years old female medical doctor, the applicant, owner, pro se inventor of 
^ the US patent application number: 09/944,564. 

Related appeal and interfere0ce$ 

None, this is my first appeal. 

E- Status of claims 

A statement of the status of all the claims in the proceeding (e.g., rejected, allowed or confirmed, 
withdrawn, objected to, canceled) and an identification of those claims that are being appealed is 
in the following 3 pages. 

Pages 6-7: indicate claimed as filed 07- 1 5-2003 
Page 8: indicate amended claims as filed 10-24-2003 
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Application/Control No.: 09/944,564 Page 5 Examiner: Patrick T, Lewis 

Art Utiit: 1 623 Appeal Brief Inventor: Nida Nassief 

F- Status of ataendments 

Status of any amendment filed subsequeiit to final rejection is as follows: 
- The amendment was entered? Reply Yes, date 10-10-2006 

' The amendment has been acted upon by the examiner? Reply: No 

G- Summary of claimed subject matter 

The claimed mvention is related to a pharmaceutical composition consisting essentially of 
giycophosphopeptical that is used for the treatment of allergy and asthma m claim 25 of the 
patent. 

I will separate the subject matter related to asthma from subject matter related to allergy; because 
in the Examiner Office Action dated 07/1 1/2006 the use in asthma have been rejected and the 
use in allergy have been overlooked and forgotten. 

For each of the 2 claimed inventions involved in the appeal^ I shall refer to the specification by 
page and line number, and the best method for carrying out the invention (enablement) and 
results of early clinical testing including: 1- X-ray fihns, 2- Photographs of microscopical 
examination of sputum and 3- statistical analysis of improvement in symptom scores. 

Please notice that in the Priority Document I have referred to giycophosphopeptical as substance 
A or drug N as clarified in page 1 line 3 of the priority document. 

Asthma 



It appears in the patent application in the following pages: 
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